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	Annex G1/1 to the Certificate No.1383
SCOPE of ACCREDITATION

of the

Neurogenetics Laboratory
of 

1st Department of Neurology, Eginition Hospital, School of Medicine

National & Kapodistrian University of Athens 


	Tested Materials/Products
	Types of test/Properties measured
	Applied methods/Techniques used

	Molecular Testing

	Peripheral blood

DNA
	Detection of 7 parameters 
	- Magcore Automated Nucleic Acid Extactor,  RBC Bioscience (S/N P26H003720303)
- Simpli - AMP Thermal Cycler, Applied Biosystems by Thermofisher Scientific (S/N 228006869) 
- ΑΒΙ3500 Genetic Analyzer (S/N 33139-070) 

	
	1. Detection of single nucleotide variants (SNVs) at TTR gene in patients with Familial Amyloid Polyneuropathy (FAP)
	Sanger sequencing and analysis of sequencing products at ABI3500 genetic analyzer

PCR 

GRS Taq DNA Polymerase V2.1 – 10/2017  (GRiSP Research Solutions)
Sequencing
BigDye™ Terminator v3.1 Cycle Sequencing Kit Pub. No. MAN0015666 Rev. A.0 

(Applied Biosystems™)

	
	2. Detection of duplication/deletion of PMP22 gene in patients with Charcot-Marie Tooth type 1A/ Hereditary Neuropathy with liability to Pressure Palsies (CMT1A/HNPP)
	MLPA (Multiplex Ligation-dependent Probe Amplification) and analysis of MLPA products at ABI3500 genetic analyzer

P033-B4 CMT1- Version B4-06 Issued 27 January 2023 

(MRC Holland)


	Peripheral blood

DNA (continued)
	3. Detection of single nucleotide variants (SNVs) at CΧ32 gene in patients with X-linked Charcot-Marie-Tooth (CMTX)
	Sanger sequencing and analysis of sequencing products at ABI3500 genetic analyzer

PCR 

GRS Taq DNA Polymerase V2.1 – 10/2017  (GRiSP Research Solutions)
Sequencing
BigDye™ Terminator v3.1 Cycle Sequencing Kit Pub. No. MAN0015666 Rev. A.0 

(Applied Biosystems™)

	
	4. Detection of CAG repeat expansion at HTT gene in patients with Huntingon’s Disease (HD)
	Sizing PCR and analysis of PCR products at ABI3500 genetic analyzer

Advantage - GC 2 Polymerase Mix PT3316-2 (Clontech)

	
	5. Detection of CTG repeat expansion at DMPK gene in patients with Myotonic Dystrophy Type I (DM1)
	Sizing PCR and analysis of PCR products at ABI3500 genetic analyzer

Advantage - GC 2 Polymerase Mix PT3316-2 (Clontech)
Repeat-Primed PCR (RP-PCR) and analysis of RP-PCR products at ABI3500 genetic analyzer

2X KAPA Long Range Hot Start Ready Mix with Dye, KK3601, KR0364_S – v3.20
(KapaBiosystems)

	
	6. Detection of CCTG repeat expansion at CNBP gene in patients with Myotonic Dystrophy Type 2 (DM2)
	Sizing PCR and analysis of PCR products at ABI3500 genetic analyzer

Advantage - GC 2 Polymerase Mix PT3316-2 (Clontech)
Repeat-Primed PCR (RP-PCR) and analysis of RP-PCR products at ABI3500 genetic analyzer

2X Kapa Long Range Hot Start Ready Mix with Dye, KK3601, KR0364_S – v3.20
(KapaBiosystems)

	
	7. Detection of GAA repeat expansion at FXN gene in patients with Friedreich Ataxia (FRDA)
	Sizing PCR and analysis of PCR products at ABI3500 genetic analyzer 

Expand Long Template PCR System v.26 (October 2020) (Roche)
Repeat-Primed PCR (RP-PCR) and analysis of RP-PCR products at ABI3500 genetic analyzer

GRS Taq DNA Polymerase V2.1 – 10/2017 

(GRiSP Research Solutions)


Site of assessment: Neurogenetics Laboratory, 1st Department of Neurology, Eginition Hospital, School of Medicine, National & Kapodistrian University of Athens, 72-74 Vas. Sofias, Athens 115 28
Primary Sample Collection Site (blood): Eginition Hospital, 72-74 Vas. Sofias, Athens 115 28
Approved signatories: G. Karadima. 
The Accreditation Certificate No. 1383, to ELOT EN ISO/IEC 15189:2012, is valid until 30.01.2029.
Athens, 31.04.2024
  Christos Nestoras
                                                                                                                         CEO of ESYD
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